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215 Fremont Street

San Francisco. Ca. 94105

I 4 JUL _'_,

Commander
Western Division
Naval Facilities

Atten: Louise Lew, Code I142E
P.O. Box 727
San Bruno, CA 94066

Dear Ms. Lew:

Enclosed is page 6 of EPA's comment package. Due to an
oversight on my part, page 6 of EPA's comments were not included
in the original comment package. Also enclosed is a complete
copy of the Interim Guidelines and Specifications for Preparing
Quality Assurance Project Plan (QAMs - 005/80, December 29, 19_0)
and the Draft Supplement to: Interim Guidelines and Specifica-
tions for Preparing Quality Assurance Project Plans, QAMs - 005/80,
January 1986. I shall forward other quality assurance/quality

__ control guidelines as they are made available.

EPA requests a response to the submitted comments approximately
30 days from the Navy's receipt of the comment package as discussed
during our phone conversation on July 7, 1987. If you have any
concerns regarding the time frame, please contact me at (415)
974-7537.

Sincerely,

<

Nancy Woo

Remedial Project Manager

cc: Randy Cate, NAS Alameda
Don Cox, DHS
Ken Theisen, RWQCB
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3. project Description

Address the following:

Project objective (i.e. purpose or goal):

Pertinent background information:

Intended use of data (i.e. monitoring, enforcement):

Overview of project activities (i.e. scope of project,
the approach taken to achieve goals):

Schedule of activities and anticipated completion. Nay
include but is not limited to: initiation of sample
collection, sample analysis, data review and reporting,
data validation, and final report preparation.
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4. Project Organization and Responsiblit¥

Include a statement on each key individual, including the
Ouality Assurance Officers, who are responsible for
ensuring collection of valid measurement data and the
routine assessment of measurement systems for precision
and accuracy. State their duties which may include the
review of calculations and reports, providing training to
personnel, and ensuring that established protocols and
procedures are followed. Provide a flow diagram which
includes the individuals discussed, their interaction
with each other, and the line of authority. Also, provide
information on the training provided to personnel to
accomplish their tasks.

V
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5. Oualit_ Assurance Objectives for Measurement of Data in
Terms of Precisionw Accuracy, Completenesse Representa-
tivenessw and Comparability

For each major parameter provide the Oualtty Assurance
objectives for precision, accuracye and completeness for
both field and laboratory analysis. Summarize these
objectives in a table format (see Table 1 for example of
format). Also, address representativeness and comparabil-
ity for both field and laboratory analyses.

Field Analyses

Representativeness:

Comparability (units data reported in):
ww

Laboratory Analyses

Representativeness:

Comparability (units data reported in):
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Table 1

Example of Por_at to Summarize Precision, Accuracy and Completeness Objectives

Measurement Parameter Reference Precision Accuracy C_pleteness
(Method)

om

m_

OIQ_
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6. Sampling Procedures

Provide the following:

- Method of collectlon. Include enough detail to ensure
reproduclbility (i.e. an outside individual could read
the instructions and collect sample in exactly the same
manner). Standard Operating Procedures can be refer-
enced but will need to be provided for review.

- How sample sites where selected.

- Special conditions for the preparation of sampling
equipment and containers to avoid sample contamination.
If CLP laboratoryis used, contract requirementsmust
be followed and can be referenced here.

- Description of decontamination procedures.

V. - Type and volume of sample containers. Refer to the
Pederal Register 10/26/84 for recommended sample

v containers. If CLP lab is used, contract requirements
must be followed and can be referenced here.

- Holding times and preservation methods. Refer to the
Federal Register 10/26/84 which contains recommended
holding times and preservation methods. If a CLP
laboratory is used, CLP contract holding times
must be followed and can be referenced here.

- Time considerations for shipping samples promptly to
the laboratory.

- forms, notebooks and procedures to be used to record
sampling history, sampling conditions and analyses.
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_ 7. Sample Chain of Custody Procedures

for field sampling involving a CLP laboratory, Chain of
Custody procedures found in 'Preparation of a U.S. BPA
Region 9 Sample Plan' must bo followed.

CLP laboratories will follow the Chain of Custody procedures
specified in the Statement of Work.

Non-CLP laboratories and field sampling efforts associated
with these laboratories must address the followings

- Proced'Jres and forms for recording the exact location
and specific considerations associated with sample
acquisition.

- Documentation of procedures for preparation of reagent s
or supplies which become an integral part of the sample
(i.e. filters).

- Documentation ok sample preservation method.
v

- Provide details on labeling techniques.
v

- A copy of the chain of custody form. Provide forms
used in the field and laboratory.

- Identify the responsible laboratory personnel who acts
as sample custodian.

- Laboratory procedures for sample handling, storage and
dispersement for analysis.

v
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- 8. Calibration Procedures and Frequency for Field and
Laboratory Equipment

For CLP-H_L analyses, established calibration procedures
for HSL analyses are provided in the Statement of Work
and can be referenced.

For each major piece of equipment used in the field
(including monitoring equipment) and in non-CLP laborator-
ies and non-HSL CLP analyses, provide the information
listed below. Ouality Assurance manuals and methods may
be referenced, but appropriate sections must be provided
as appendices.

Field Equi_ent

Equipment:

Calibration Procedures: (Reference or description o£
procedures):

Frequency of Recalibration:

Calibration Standards Used:

Source of Standards:

Where Calibrations and Repairs Logged:

Laboratory Equipment

Equipment:

Calibration Procedures: (Reference or description of
procedures):
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- Frequency of Recalibration:

Calibration Standards Used:

Source of Standards:

Where Calibrations and Repairs Logged:

W
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9. Analytical Procedures

Por CLP laboratories, analytical procedures for compounds
identified on the HSL have been developed and are specified
in the CLP Statement of Work and can be referenced.

For each analytical procedure performed in the field, by
a non-CLP laboratory or for non-HaL analyses performed
through the CLP, reference or cite the method name and
number (copies may need to be provided) or provide a
description of the analytical procedure. Include the
analyte or parameter group, the name of the method, the
method number (if applicable), and detection limit. See
Appendix A for common sources of methods used for analyses.

W

!
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I0. Procedures used for data reductionw validation of
methods, and procedure of re1>ortlng the data

For CLP laboratories, routine procedures for data reduc-
tion and reporting of HSL data are specified in the
Statement of Work. Region 9 reviews and validates all
data generated by a CLP laboratory. A summary of the
results and any qualifiers are provided to the project
officer.

Mathematical procedures used by non-CLP laboratories
and non-HSL CLP generated data must be described below:

Equations used to calculate concentrations or value of
measured parameter, and reporting units:

Principal criteria that will be used to validate data
during collection and reporting of data. Also, address
what per cent agreement must occur between field samples
in order to be considered valid=

Methods used to identify and treat outliers:

Data flow or reporting scheme from collection of raw
data through storage of validated analytical results:

Responsible individuals who will handle data:

v
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Performance quality control samples:

Surrogate samples:

Calibration standards and devices:

Reagent checks:

Zero and span gases:

w
Control charts:

ImF

Other:
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- 11. Internal Ouality Control Chocks and Frequency

Minimum field quality control suggested is as follovss

- 1 duplicate/matrix/day/concentration or lOt of smsplos

- 1 field blank/matrix/day/concentration/laboratory

- VOA travel blank I/day/shipping container

- 1 background sample/day

For CLP-BSL analyses, the Statement of Work spe_cifies
the use and frequency of Internal laboratory quality
control requirements. For CLP-non HSL analysesr the
methods and frequency must be addressed below.

Minimum laboratory quality control is dependent on the
analyte and should be addressed in the laboratory's
Ouality Assurance Hanual. The contractor should extract
this information fxom the manual and provide it below.

v

The following are the most commonly used methods for
v quality control. Indicate the method(s) and frequency

of internal quality control checks to be used for labora-
tory and field activities:

Replicates:

Spiked samples:

Split samples:

Blanks:

Background:

v Internal standards:
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12. Performance and System Audits

The Envirouental Monitoring and Support _boratory-_s Vegas
oubBito blinds on a quarterly basis to CLP laboratories.
$¥stea audits are conducted on all CIJP laboratories at
frequency determined by performance audit acoreo but at a
least annually.

The laboratory and field participate in the performance and
system audits a_qualtty control check sample programs
listed below.

Internal Auditm

General description of audits to be conducted:

-- Systems audits are conducted by

Frequency of audits:

Person to receive audit reports:

External Audits

General description of audits to be conducted:

Systems audits are conducted by
l

V
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Frequency of audits:

Person to receive audit reports:

V
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13. Preventive Maintenance

Zf a CLP laboratory is used, then the contract require-
ments must be folloved.

A preventive maintenance program consisting of schedul-
ed routine maintenance of laboratory and field equiixnent
to minimize downtime and out-o_-control situations is
conducted. Equipment, their, maintenance schedules, and
critical spare parts maintained to reduce.down time ar_
as follovs:

Crltcal Spare
Equipment Maintenance Interval Parts

V

W
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-14o Specific Routine Procedures Used to Assess Data
Precision, Accuracy and Completeness

The procedures used to assess data precision, accuracy,
and completeness are: (address each measurement para-
meter and Include the equations used to calculate preci-
sion, accuracy, and completeness. Examples o5 statistl-
ca1 procedures are: arithmetic mean, range, standard devi-
ation, t-test, f-test, chi-square test, confidence limits).

Data precision

Data accuracy

W

Data completeness

V
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15. Corrective Action

Corrective action procedures to be used must address
the following:

Predetermined limits for data acceptablity beyond
which corrective action is required (i.e. spike
recoveries less than 60t require corrective action):

Procedures for corrective action (i.e. re-evaluation
of analyst's work, instrumentation checks):

Person(s) responsible for initiating the corrective
action and for approving the corrective actionz

!
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16. Ouality Assurance Reports to Management

Ouality assurance reports to management should include
the following information:

- Periodic assessment of measurement data accuracyw
precision and completeness.

- Results of performance audits.

- Results of system audits.

- Significant Quality Assurance problems and recommended
solutions.

- Other=

The final report Inoludes a separate OA section
w which summarizes data quality information contained

in the periodic reports.

The individual(s) responsible for preparing the reports
is(are):

Wrequency of reports=

Reports submitted to EPA: Yes No



DEFINITIONS

v

Accuracy: the degree of agreement of a measurement with an
accepted reference or true value.

_Comparablity: expresses the confidence with which one data
set can be compared to another.

Complete,ess: the amount of valid data obtained from a measure-
ment system compared to the amount that was expected and
needed to be obtained to meet the project data goals.

Data Reduction: mathematical and/or statistical procedures
used to convert raw measurement(s) to the final reported
for_.

Data Validation: a systematic process for reviewing a body of
data against a set of criteria to provide assurance that the
data are adequate for their intended use. Data validation
consists of data editing, screening, checking, auditir_g,
verification, and review.

Out-of-Control: generated data the fall outside established
acceptance limits.

Performance Audit: procedure used to determine quantitatively
v the accuracy of measurement data through the use of perfor-

mance evaluation samples.

Precision: a measure of mutual agreement among individual
measurements of the same property, usually under prescribed
similar conditions. Usually expressed in terms of the
standard deviation.

0uality Assurance= the total integrated program for assuring
the reliablity of monitoring and measurement data. A system
for integrating the quality planning, quality assessment, and
quality improvement efforts to meet user requirements.

Oualit¥ Control: the routine application of procedures for
obtaining prescribed standards of performance in the monitoring
and measurement process.

Representativeness: refers to a sample or group of samples
that reflects the characteristic of the media at the sampling
point. It also includes how well the sampling point represents
the actual parameter variations which are under study.

Systems Audit= a review of the total data generation process
which includes on-site reviews of the field and laboratory
operational systems, physical facilitie_ for sampling,
equipment calibrations, and measurement protocols.
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|nvironnentJl Protection Agency, federal legieterw 4G._lrR Part 13i,
rrlda F, October 26, 1984, Guidelines r_stabllehlng Test Procedures
for the Analysis of Pollutants Under the Clean Water Act

o

Table ! List of Approved Test Procedures
qP

Table IX Required Containers, Preservation Techniques,
and Balding T/nee

84uipl ing Nethods

Water

1. Handbook for Sampling end Sample Preservation of Water end
Wasteveter, EPA 600/4-82-029, September 1982.

2. Addendum to Handbook for Sampling end Sample Preservation,
[PA 600/4-83-039.

3. ManueZ of Groundwater Sampling Procedures, HWWA/EPASeries.

4. Sanpllng Protocols for Collecting Surface Water, fled SedLnent,
v Devalues, and Fish f6r Priority Pollutant Analysis.

Hazardous WaStes
|

1. Characterization of Razardous Waste Sites, A Nethods Nanuel,
Vol. II, Sampling Methods.

2. Samples and Sanpling procedures for Hazardous Waste Streams,
[PA 600/2-80-018, January 1980.

3. Test Methods for ltvslusting Solid Waste, 8W-846.

Pesticides

lo JlEIC Pesticide Sampling Guide, |PA-330/J-01-001, Hatch 1981.

.AnalyticalMethods

lo Hotbeds for Cheuical Analysis of Water and Wastes,
BP& 600/4-?J-020w revised Ketch 1|$3.

I. Standard Hotbeds for the I_maination st Water sod Waetovaterw
ISth Miriam.

• 4P6



v 3. Nethode for Organic Chemical Analysis of Nunicip41, end
Industrial ffastevster, |PA 400/4-12-057, _ruly 1982.

4. I_eecribe4 l_rocedure8 _or NeasureMnt of _dic_ctivity in
_inkl_ ffatere |PA 100/4-|0-032e August IS00.qP •

Se Ni©robiological Nethode for Nonitoring the tnvironaent,
|PA 400/8-78-01?e December 1975.

BJzardou8 Westeo

1. Tent Hethodo for Evaluating 8olid ffaste, SW-84S, July 1982.
Addendunof Proposed SaJapling andAnalyticsl Hethodo, 1984.
RC/Uk
m

2. Nethods for CZRCLA Hazardous Substances, Vols. 1,2, end 3,
BPA 600/z-83-071, Hoveaber 1_83.

3. Characterization of Bazardous Haste Sites, A Nethod8 Nanual,
Vol. llI, Analytical Nethods.

.4. |PA Contract Laboratory Program (CLP) IFD Protocols.
($uperfund only}.

qD'

_ _ote8 Yhes_ publications are e_andard docu_.ente vhich ore
,enerally available upon e_©iel request or can be I_rcheeed.

,l_ers are, hoverer, additional ein house" and non-routine
_.- p_edureo _intained, develoged end/or utilile4 by I_egionsl

._:, pe .r_nelt.end kept on file in the appropriate program divisions.
_-..-_.. -...,.

. :.'.'.':. _.. -. • ...
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ABSTRACT

The Agency-wide qualtty assurance poltcy stipulates that every

monitoring and measurement project must have a wrttten and approved

Quality Assurance (OA) Project Plan. A OA Project Plan is a wrttten

document, which presents, in specific terms, the policies, organization

(where applicable), obje_ives, functional activities, and specific QA

and quality €ontrol (QC) activities designed to achieve the data qual-

try goals of a specific project(s) or continuing operation(s). The QA

Project Plan is required for each specific project or continuing oper-

ation (or group of similar projects or continuing operations). The CA

Project Plan will be prepared by the responsible Progra_ Office,

Regional Office, Laboratory, contractor, grantee, or other organization.

This document describes the sixteen elements which must be con-

sidered for inclusion in a11 Quality Assurance Project Plans, and es-

tablishes criteria for plan preparation, review and approval. All QA

Project Plans must describe procedures which will be used to document

-- and report precision, accuracy and completeness of environmental mea-
surements.

/m
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1.0 INTRODUCTION

EnvironmentalProtection Agency(EP_) policy requires participa-
tion by all EPA regtonal offices, program offices, EPA laboratories and

States In a centrally-managedquallty assurance (QA) program as stated

In the Administrator'sMemorandum of May 30, 1979. This requirement

applies to a11 environmenta]monitoring an_ measurement efforts man-

" dated or supported by EPA through regulatlons, grants, contracts, or

other formalizedmeans not currently covered by regulation. The re-

sponsibilityfor developing,coordinatlngand directing the implementa-

tion of this program has been delegatedto the Office of Research and

Development(ORD),which has establishedthe Quality Assurance Manage-

ment Staff (QAMS)for this purpose.

v

Each office or laboratory generating data has the responsibility

to implement minimum procedures which assure that precision, accuracy,

completeness, and representativeness of tts data are known anO docu-

mented. In addition, an organization should specify the quality levels

which data must meet in order to be acceptable. To ensure that this

responsibility is met uniformly across the Agency, each EPA Office or

Laboratory must have a written QA Project Plan covering each monitoring

or measurenent activity within.its purvie,.
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2.0 DEFINITION, PURPOSEANDSCOPE

2.1 Definition

QA Project Plans are written documents, one for each specific

project or continuing operation (or group of similar projects or con-

. ttnutng operations), to be prepared by the responsible Program Office,

Regional Office, Laboratory, Contractor, Grantee, or other organiza-

tion. The QA Project Plan presents, in specific terms, the policies,

organization, objectives, functional activities, and specific QA.and

quality control (QC) activities designed to achieve the data quality
goals of the specific project(s) or continuing operation(s). Other

terms useful in understanding this document are defined in Appendix A.

2.2 Purpose

This document (1) presents guidelines and specifications that

describe the 16 essential elements of a QA Project Plan, (2) recom-

mends tJ_eformat to be followed, and (3) specifies how plans will be

reviewedand approved.

2.3 Scope

The mandatory QA program covers all environmentally-related

measurements. Environmentally-relatedmeasurementsare defined as all

field and laboratory investigationsthat generate data. These include

(I) the measurementof chemical,physical, or biologicalparameters in
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SCOPE

PAGE 2 OF 2
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PROJECT PLANS

THE ABOVE IDENTIFIED PAGE IS NOT
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3.0 PLANPREPARATZONANDRESPONSIBILITIES

3.1 DocumentControl

All Qualtty Assurance Project Plans must be prepared using a
documentcontrol fomat consisting of information placed tn the upper

right-hand corner of each documentpage:

• Section Number

• Revision Number

• Oate (of revision)

• Page

3.2 [laments of QAProject Plan

Each of the sixteen items listed below must. be considered for

(nClusion in each QAProject Plan:

(1) Title page with provision for approval signatures

(2) Table of contents

(3) Project description

(4) Project organization and responsibility

(5) QA objectives for measurement data in terms of precision,
accuracy, completeness, representativeness anOcomparaoility

(6) Sampling procedures
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Extramural Projects - Each Project Officer worktng tn €lose co-
ordination with the QA Officer has the responsibility to see that a

witten QA Project P_an is prepared by the extramLral organization for

each project Involving environmental measurements. The elements of the

QA Project Plan must be separately identified from any general plan

normally prepared for the project (see caveat presented in Section 6).

The Project Officer and the QA Officer must ensure that each extramural

" project plan contains procedures to document and report precision,

accuracy and completeness of _ll data generated.
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4.0 PLANILEYIEW,APPROVALANDDISTRIBUTION

Intramural Projects - Each QA Project Plan must be approved by the

Project officer's immediate supervisor and the QA Officer. Completion

of revtews and approvals is shown by signatures on the tttle page of

the plan. Environmental_easurementsmay not be initiateduntil the QA

Project Plan has received the necessary approvals, unless emergency

response Is necessary. A copy of the approvedQA Project Plan will be

distributed by the Project Officer to each person who has a major

responsibilityfor the qualityof measurementdata.

ExtramuralProjects-[ach QA Project Plan must be approvedby the

funding organization'sProject Officer and the QA Officer. In addi-

w tlon, the extramuralorganization'sProject Manager and responsibleQA

official must review and approve the QA Project Plan. Completion of
t

reviews and approvals is shown by signatureson the title page of the

plan. Environmentalmeasurementsmay not be initiated until the QA

Project Plan has received the necessary approvals. A copy of the

approved QA Project Plan will be distributedby the extramuralorgani-

zatlon's Project Director to each person who has a major responsiblity

for the quality of the measurementdata.
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S.O PLANCONTENTREQUIREMENTS

The sixteen (16) essential elements described in this section must

be considered and addressed in each QA Project Plan. If a particular

element is not relevant to the project under consideration, a brief

explanation of why the element is not relevant must be included. EPA-

approved reference, equivalent or alternative methods must be used and

their corresponding Agency-approved guidelines must be applied wherever

they are available and applicable.

It is Agency policy that precision and accuracy of data shall be

assessed routinely and reported on all environmentalmonitoring and

measurement data. Therefore,specific procedures to assess precision
J

and accuracy on a routine basis during the project must be described in

each QA Project Plan. Procedures to assess data quality are being

developed by QAMS and the Environmental Monitoring Systems Supcort

Laboratories. Additional guidance can be obtained from QA handbooks

for air, water biological,and radiationmeasurements(ReferencesI, 2,

3, 12, 17, and 18).

The following subsectionsprovide specific guidance pertinent to

each of the 16 components which must be considered for inclusion in

every QA Project Plan.
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At the end of the Table of Contents, ltst the OAO and all

other |ndtvtduals receiving official €optes of the QA Project

Plan and any subsequent revisions.

5.3 Pro_ect Description

Provtde a general description of the project, Including the

experimental design. This description may be brief but must

have sufficient detail to allow those individuals responsible

for review and approval of the QA Project Plan to perform

their task. Where appropriate, include the following:

e Flow diagrams, tables and charts.

• Oates anticipated for start and completion.

• Intended end use of acquired data.

5.4 Project Organlzationand Responsibi.lit_

Include a table or chart showing the project organizationand

line authority. List the key individuals,includingthe QAO,

who are responsible for ensurlng the collection of valid

measurement data and the routine assessment of measurement

systems for precision and accuracy.
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A. Field 5_,pling Operations:

• Documentation of procedures for preparation of
reagents or suppltes which become an integral
part of the sample (e.g., filters, and absorbing
reagents).

• Procedures and forms for recording l_e exact
location and specific considerations associated

• vtth sample acquisition.

• Oocumentationof specific samle preservation
method.

• Pre-prepared sample labels containing all tnfor-
ration necessary for effective sample tracking.
Figure 1 illustrates a typical sample label
applicable to this purpose..

• Standardized field tracking reporting forms to
establish sample custody in the field prior to
Shipment. Figure Z presents I typical sample of
a field tracking report form.

S. Laboratory Operations:

• Identification of responsible party to act as
sample custodian at the laboratory facility
authorized to sign for incoming field samoles,
obtain documents of shipment (e.g., bill of
lading number Or mail receipt), and verify the
data entered onto the sample custody records.

• Provision for a laboratory single custody log
consisting of serially numbered standard lao-
tricking report sheets. A typical sample of a
standardized lab-trackingreport form is shown
in Figure 3.
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• Specification of laboratory sample custody pro-
cedures for sample handling, storage tnd dis-
persement for analysis.

Additional guidelines useful in establishing a sample custody

procedure are given in Section 2.0.6 of Reference 2, and

Section 3.0.3 of Reference 3, and References 13 and 14.

5.8 Calibration Procedures and Frequency

Include calibration procedures and information:

e For each major measurement parameter, including all pol-
lutant measurement systems, reference the applicable

_m, standard operating procedure (SOP) or provide a written
description of the calibration procedure(s) to be used.

• List the frequencyplannedfor recalibration.

• List the calibration standards to be used and their
sources(s),includingtraceabilityprocedures.

S.g Anal_)_ticalProceaureS

For each measurement parameter, anti,dang all pollutant mea-

surement systems, reference the applicable standard operating

procedure {SOP) or provide a written descriptionof the ana-

1)rticalprocedure{s) to be used. Officially approved EPA

procedureswill be used when available. For convenience in

preparing the QA Project Plan, Elements 5, 8 and g may be

c_ined (e.g.,SectionsS.5, 5.8 and S.g).
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• 81_ks

• Interna3 standards

• Zero and spangases

• Quality control samples

o Surrogate samples

• • Calibration standards and devices

• Reagentchecks

Additional information and specific guidance can be found in
References 17 and 18.

5.12 Performanceand S_stemAudits

Each project plan must describe the internal and external

performance and syste,s audits which will be required =o

monitor the capability and performance of the total measure-

ment s.vS=M(s).

The systems audit consists of evaluation of all componentsof

the ueasurement systems to determine _eir pro_er selection
and use. This audit includes a careful evaluation of both

field and la_ora=or7 quality €ontrol procedures. Sys=ems

audits are normall7 performed prior to or shortly after

systems are operational; however, such audits shoul_ be
performedon a regularlyscheduledbasisduringthe lifetime

of the projector continuingoperation.The on-sitesystems
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Environmental Monitoring Systems Laboratory
Research Triangle Park, NC 27711
Attention: Dr. ThomasR. Hauser, Director

Environmental Monitoring and Support Laboratory
26 W. St. ClairStreet
{Inclnnatl,OH 45268
Attention: Mr. Robert L. Booth, Director

EnvlronmentalMonitoringSystemsLaboratory
•" P.0, Box 15027

Las Vegas, NV 89114
Attention: Mr. Glen Schwitzer, Director

5.13 P-eventiveMaintenance

The followingtypes of preventivemaintenanceitems should be

v considered and addressed in the QA Project Plan:

• A sr-heduleof important preventive maintenance tasks
that must be carried out to minimize downtime of the
measurementsystems.

• A list of any critical spare parts that should be on
hand to minimizedowntime.

5.14 SpecificRoutineProceduresUsed to Assess Data Precision,

Accurac_ and Comoleteness

It is Agency policy that precision and accuracy of data must

be routinely assessed for all environmentalmonitoring and

measurement data. Therefore, specific,proceduresto assess

precision and accuracy on a routine basis on the project must
be described in each QA Project Plan.

.
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e Confidence limits

• Testing for outliers

Recommended suidelines and procedures to assess data
prec_sion_ accurac_ ana completeness are beinq develooe_.

5.15 Corrective Action

Corrective action procedures must be described for each pro-

ject which include the following elements:

• The predetermined limits for data acceptability beyond
which corrective action is required.

e Procedures for corrective action.

• For each measurement system, identify the responsible
Individual for initiating the corrective action and also
the individual responsible for approving the corrective
action, if necessary.

Correctiveactionsmay also be initiatedas a result of other

QA activities,including:

(I) Performanceaudits

(2) Systemsaudits

(3) Laboratory/interfieldcomparisonstudies

(4) QA Program audits conducted by QAMS

A formal corrective action program is more difficult to

define for these QA activitiesin aavance ana may be Oefine_

as the need arises.
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6.0 QUALITYASSURANCEPROJECTPLANSVERSUSPROJECTWOPJ(PLANS

This document provides guidance for the preparation of QA Project

Files and describes 16 components which must be included. Histori-

cally, most project managers have routinely included the majority of

these 16 elements in their project work plans. In practice, it is fre-

quently difficult to separate imortant quality assurance and quality

" €ontrol functions and to isolate these functions from technical perfor-

mance activities. For those projects where this is the case, it is not

deemed necessary to replicate the narrative in the Quality Assurance

Project Plan section.

In instances where specific QA/QCprotocols are addressedas an
integral part of the technical work plan, it is only necessary to cite

the page number and location in the work plan in the specific subsec-

tion designated for this purpose.
• o

It must be stressed_ however,, that whenever this approach is used

a "QAProject Plan locator Page" must be inserted into the project work

plan immediatelyfollowing the table of contents. This locator page

must list each of _he items required for the QA Project Plan an_ state

the section and pages in the project plan where the item is described.

If a QA Project Plan item Is not applicableto the work plan in ques-

tion, the words "not applicable"should be insertednext to the appro-

priate componenton the locatorpage and the reason why this Component

is not applicableshould be briefly stated in t_e appropriatesubsec-

tion in the QA ProjectPlan proper.
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7.0 STANDARDOPERATZNGPROCEDURES

A large number of laboratory and field operations can be standard-

tzed and _n-itten as Standard Operating Procedures (SOP). When such

procedures are appltcab]e and avai]ableo they may be Incorporated into

the QA Project Plan by reference.
a

QA Project Plans should provide for the review of a11 activities

which could directly or Indirectly Influence data quality and the

determination of those operations which must be covered by SOP's.
Examples are:

• General network design

• Specific sampling site selection
t

• $a_ling and analytical methoaology

• Probes, collection devices, storage containers, and sample
additives or preservatives :,

• Special precautions, such as heat, ltght, reactivity, combust-
amility, ana holding times

• Federal reference, equivalent or alternative test procedures

• Znstrumentation selection and use

• Calibration and standardization

• Preventive and remedial maintenance

• Replicate sampling

• Blind and spiked samples
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8.0 SU_Y

Each Intramural and extramural project that tnvolves environ-

mental measurements must have a written and approved QA Project Plan.

All 16 item described previously must be considered and addressed.

Where an 1tam ts not relevant, a brief explanation of why tt is not

relevant must be Included. (t ts Agency policy that precision and
w

accuracy of data must be routinely assessed and reported on all

environmental monitoring and measurement data. Therefore, specific

procedures to assess precision and accuracy on a routine basis during

the project must be described in each QA Project Plan.

V
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APPENDIXA

GLOSSARYOFTERMS

AUOIT:
I

A systematic check to determine the quality of operation of some
functon or activity. Audits may be of two basic types: (1) per-

formance audits in which quantitative data are independently ob-
tained for comparison with routinely obtained data in a measure-

ment system, or (2) systemauditsof a gualltatlvenature that

consist of an on-site review of a laboratory's quality assurance

system and physical facilitiesfor s_ling, callbration,and
_asurement.

DATAqUALITY:

The totalityof featuresand characteristicsof data thatbearson

its abilityto satisfya given purpose. The characteristicsof

major importance are accuracy, precision, completeness, represen-

tativeness,and comparability.Thesecharacteristicsare aefinea

as follows:
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ENVIRONMENTALLYRELATEDMEASUREMENTS:

A term used to describe essentially all field and laboratory

Investigations that generate data involving (1) the measure-

ment of chemical, ph_ical, or biological parameters tn the

envfronment, (2) the determination of the presence or absence

of criteria or priority pollutants in waste, streams, (3)

" assessment of health and ecological effect studies, (4) con-

duct of €linical and epidemiological investigations, (5) per-

fomance of engineering and process evaluations, (6) study of

laboratory simulation of environmental events, and (7) study

or measurement on pollutant transport and fate, including
diffusion models.

PERFORMANCEAUDITS:
mmi

Procedures used to determine quantitatively the accuracy of

the total measurement system or componentparts thereof.

gUAL,ITYASSURANCE:

The total integratedprogram for assuring the reliabilityof

monitoring and measurement data. A system for integrating

the quality planning, quality assessment, and quality

iakorovementeffortsto meet user requirements.
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SOUTHWEST

1220 PACIFIC HIGHWAY
SAN DIEGO, CA 92132

TELEPHONE: (619) 532-3676



Section ,,o, A_pendtx A
Revtsion No. 4
Date: Decemberzg, 1980
Page 5 of S

+

_.STANDARDOPERATINGPROCEDURE(SOP):

A w_itten documentwhich details an operation, analysis or

action whose mechanismsare thoroughly prescribed and which

is commonlyaccepted as the method for performing certain
routine or repetitive tasks.
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